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L AMENDMENTS TO THE CLAIMS 

Claim 1 . (Currently Amended) A method of solubilizing ditorpones at least one natural 
or synthetic forskolin, isoforskolin, or 7-deacetvlforskolin 7 - d e ac e tylforsko li n, of natura l 
or synth e t i c or i gin, i ndividua l ly or as mixtur e s, in wate r, the method comprising the 
fo ll ow i ng op e rations : 

D suspending For s ko li n forskolin , isoforskolin or 7-deacetylforskolin in water containing 
a complexing/solubilizing cyclodextrin agen t, wherein the cvclodextrin agent is the 
sole complexing/solubilizing agent ; 

2] agitating at room temperature; and 

3] filtering to obtain a clear aqueous solution containing 0.09% to 6% of forskolin, 
isoforskolin, or 7-deacetylforskolin. 

Claim 2. (Currently Amended) The method as claimed in claim 1 , wherein the at least 
one natural d i torpon e s forskolin, isoforskolin, or 7-deacetylforskolin of Claim 1 is 
obtained from a plant sourc e Coleus forskohlii. 

Claim 3. (Currently Amended) A m e thod as cla i m e d in c l aim 1 The method as claimed 
in claim 1, wherein the complexing/solubilizing cyclodextrin agent is chos e n selected 
from the group consisting of a-, p-, ycyclodextrins or their derivatized products, 
randomly methylated p-cyclodextrin (RAMEBCD), 2-hydroxy-propyl-p-cyclodextrin 
(HPBCD), and hydroxypropyl y-cyclodextrin (HPGCD) as tho comploxing/so l ubi l izing 
ag e nt . 

Claim 4. (Currently Amended) A mothod of prepar i ng a c l oar aquoous solution 
conta i n i ng 0.09% to 6% d i torp e n e s forsko li n, i soforsko l in, 7 doacoty l forskol i n by mixing 
th e- compound with 5% - 70% cyclod e xtr i n or cvclodextrin d e rivatives The method as 
claimed in claim 3 , wherein prior to step 1). the cvclodextrin agent and forskolin, 
isoforskolin, or 7-deacetvlforskolin are dissolved in a solvent under agitation, wherein 
the solvent is chos e n from selected from the group consisting of ethanol, acetone, ethyl 
acetate, and methylene chloride und e r agitat i on to so l ub ili z e, followed by removal of the 
solvent and suspending and dissolving the residue in water. 
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ClaimS. (Currently Amended) A method of solubilizinq at least one natural or synthetic 
forskolin, isoforskolin. or 7-deacetylforskolin in water, the method comprising: 

1) dissolving forskolin, isoforskolin or 7-deacetylforskolin in an organic solvent selected 
from ethanol, acetone, ethyl acetate, methylene chloride; 

2) recrvstallizing forskolin, isoforskolin or 7-deacetylforskolin from the organic solvent; 

3) complexing the forskolin, isoforskolin or 7-deacetvlforskolin in water containing a 
complexing/solubilizing cyclodextrin agent selected from the group consisting of a-, 
3-, v-cvclodextrins or their derivatized products, randomly methylated B-cyclodextrin 
(RAMEBCD), 2-hvdroxy-propvl-B-cvclodextrin (HPBCD), and hydroxypropyl v- 
cvclodextrin (HPGCD), wherein the cyclodextrin agent is the sole 
complexing/solubilizing agent; 

4) agitating at room temperature for 4 to 160 hours; and 

5) filtering to obtain a clear agueous solution containing 0.09% to 6% of forskolin, 
isoforskolin, or 7-deacetvlforskolin 

m e thod, as c l a i m e d i n c l aim 1, wh e r e in th e activ e compound i s r e crysta lli z e d from an 
organ i c solv e nt s e lect e d from e thano l , ac e ton e , e thyl ac e tat e , m e thy le n e chlor i d e 
follow e d by comp l exation with cyc l od e xtr i n or cyc l od e xtr i n d e r i vativ e s c l a i m e d in c l a i m 3 
by form i ng a susp e nsion of th e mat e r i als in wat e r fo l lowed by agitation at room 
tomporaturo for A to 160 hours and fi l tration to form a c l ear aquoous solut i on . 

Claim 6. (Currently Amended) A mothod, as cla i mod i n claim 1, of proparing a cl e ar 
aqu e ous formu l ation conta i n i ng 0.0 9 % 6% d i t e rp e n e s forsko li n, Is oforskolin, 7- 
d e ac e ty l forsko l in The method of claim 1 , wherein the clear agueous solution is suitable 
for ophthalmic, topical and systemic uses. 

Claim 7. (Canceled) 

Claim 8. (Currently Amended) A method for the treatment of glaucoma or ocular 
hypertension in a human or animal, the method comprising administering a clear 
agueous solution comprising between 0.09% to 6% of at least one natural or synthetic 
forskolin, isoforskolin, or 7-deacetvlforskolin complexed with a cyclodextrin agent, 
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wherein the cyclodextrin agent is the sole complexing/solubilizing agent of us e of th e 
formulat i on of claim 6 alono or i n comb i nation with ant i ox i dants and/or ant i - g l aucoma 
ag e nts, i n l ow e r i ng i ntraocular pr e ssur e i n an i mal6 or human subj e cts pr e s e nting w i th 
ocu l ar hyp e rt e ns i on or g l aucoma . 

Claim 9. (Currently Amended) A method for the treatment of dry eve syndrome in a 
human or animal, the method comprising administering a clear agueous solution 
comprising between 0.09% to 6% of at least one natural or synthetic forskolin. 
isoforskolin, or 7-deacetylforskolin complexed with a cyclodextrin agent, wherein the 
cyclodextrin agent is the sole complexing/solubilizing agent of us e of th e formulat i on of 
claim 6 a l on e or in combination w i th po l yv i ny l pyrrolidono, hyaluron i c acid and 
dorivat i vos, i n an i ma l s or human subjocts prosontod with dry oye syndromo . 

Claims 10 to 14. (Canceled) 

Claim 15. (New) A method for the treatment of glaucoma or ocular hypertension in a 
human or animal, the method comprising administering a clear aqueous solution 
comprising between 0.09% to 6% of at least one natural or synthetic forskolin, 
isoforskolin, or 7-deacetylforskolin complexed with a cyclodextrin agent in combination 
with one or more antioxidants, wherein the cyclodextrin agent is the sole 
complexing/solubilizing agent. 

Claim 16. (New) A method for the treatment of glaucoma or ocular hypertension in a 
human or animal, the method comprising administering a clear aqueous solution 
comprising between 0.09% to 6% of at least one natural or synthetic forskolin, 
isoforskolin, or 7-deacetylforskolin complexed with a cyclodextrin agent in combination 
with one or more anti-glaucoma agents, wherein the cyclodextrin agent is the sole 
complexing/solubilizing agent. 

Claim 1 7. (New) A method for the treatment of dry eye syndrome in a human or 
animal, the method comprising administering a clear aqueous solution comprising 
between 0.09% to 6% of at least one natural or synthetic forskolin, isoforskolin, or 7- 
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deacetylforskolin complexed with a cyclodextrin agent and hyaluronic acid derivatives, 
wherein the cyclodextrin agent is the sole complexing/solubilizing agent. 

Claim 18. (New) A method for the treatment of dry eye syndrome in a human or 
animal, the method comprising administering a clear aqueous solution comprising 
between 0.09% to 6% of at least one natural or synthetic forskolin, isoforskolin, or 7- 
deacetylforskolin complexed with a cyclodextrin agent and polyvinyl pyrrolidone, 
wherein the cyclodextrin agent is the sole complexing/solubilizing agent. 

Claim 19. (New) A method of solubilizing at least one natural or synthetic forskolin, 
isoforskolin, or 7-deacetylforskolin in water, the method comprising: 

1 ) suspending forskolin, isoforskolin or 7-deacetylforskolin in water containing 
RAMEBCD; 

2) agitating at room temperature; and 

3) filtering to obtain a clear aqueous solution containing 0.09% to 6% of forskolin, 
isoforskolin, or 7-deacetylforskolin. 

Claim 20. (New) A clear aqueous solution comprising between 0.09% to 6% of at least 
one natural or synthetic forskolin, isoforskolin, or 7-deacetylforskolin complexed with 
RAMEBCD. 

Claim 21 . (New) A method for the treatment of glaucoma in a human or animal 
comprising administering the clear aqueous solution of claim 20. 

Claim 22. (New) A method for the treatment of ocular hypertension in a human or 
animal comprising administering the clear aqueous solution of claim 20. 

Claim 23. (New) A method for the treatment of dry eye syndrome in a human or animal 
comprising administering the clear aqueous solution of claim 20. 
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